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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election with traverse of Group I, claims 1 -1 3 and 1 5, chronic 
recurrent urinary tract infections, renal disorder due to bacterial infections, antibacterial 
therapy, that the standardized extract is standardized by bioassay in the reply filed on 
12/12/2008 is acknowledged. The traversal is on the ground(s) that the art does not 
teach a standardized extract of Tinospora cordifolia. This is not found persuasive 
because as is evidenced herein a standardized extract of Tinospora cordifolia is known 
(see De Souza, abstract). Thus, a lack of unity does exist. 

2. Thus, claims 5, 6, 9-1 1 , 1 4, 1 6, 1 7 are withdrawn from further consideration as 
being drawn to non-elected subject matter. 

The requirement is still deemed proper and is therefore made FINAL. 
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Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claims 1-4 and 12 are rejected under 35 U.S.C. 102(b) as being anticipated by 
De Souza et al. (US 2002/0142055). 

De Souza teaches that an extract of Tinospora cordifolia is standardized by 
bioassay. It is administered to humans, see abstract, example 5, paragraphs 1, 
27-28, 31 , 38-40, 44-50, 54, 60, the claims. It is also taught that the extract is 
administered along with conventional therapy, see example 5. Since the claim 
only requires that the extract be administered to "mammal", then the mammal 
does not have to have a renal disorder and it does not then matter what causes 
the infection (disorder). 
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Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claims 1-4, 7, 8, 12, 13, 15 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Upadhyay et al. in view of De Souza et al. 

Upadhyay teaches that Tinospora sp. has been widely used in traditional Indian 
medicine for treatment of urinary tract infections, see col. 2, lines 25-40. 

Upadhyay does not explicitly teach that Tinospora cordifolia is used to treat 
urinary tract infections or that the urinary tract infections are "chronic recurrent", 
that an antibacterial agent such as amoxicillin is used along with the extract, or 
that the extracts are standardized by bioassay. 

De Souza teaches that an extract of Tinospora cordifolia is standardized by 
bioassay. It is administered to humans, see abstract, example 5, paragraphs 1 , 
27-28, 31 , 38-40, 44-50, 54, 60, the claims. It is also taught that the extract is 
administered along with conventional therapy such as penicillins, see paragraph 
48 and example 5. 
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It would have been obvious to one having ordinary skill in the art at the 
time the invention was made to standardize the extract of Tinospora cordifolia of 
Upadhyay since De Souza makes it clear that Tinospora cordifolia is rountinely 
standardized by bioassay. Further, De Souza teaches a bioassay which 
evaluates the bioactivity by determining the percentage of phagocytosis over a 
base line, wherein the percentage of phagocytosis is not less than 20 % over a 
base value, see paragraph 44. 

Also Upadhyay teaches that plants of the Tinospora species have been 
widely used in traditional Indian medicine for treatment of urinary tract infections 
which would include using Tinospora cordifolia since Tinospora cordifolia was 
just mentioned a few lines above that as a preferred plant in the genus of 
Tinospora. Clearly one of ordinary skill in the art would have contemplated 
Tinospora cordifolia as one of the species in the Tinospora genus to be used for 
the treatment of urinary tract infections. Further, it clearly would have been within 
the purview of the ordinary artisan to use the extract for chronic recurrent urinary 
tract infections since the extract is already noted to be used for urinary tract 
infections and thus to use the extract for chronic recurrent urinary tract infections 
is obvious since knowing that the extract is widely used in Indian medicine for 
urinary tract infections it would also be obvious to use the extract for chronic 
recurring infections since these type of infections are chronic many times and do 
reoccur. To use an antibacterial such as amoxicillin is obvious since it is noted in 
De Souza to use penicillins as conventional therapy with the extract and to use a 
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well known penicillin such as amoxicillin is well within the purview of the ordinary 
artisan since amoxicillin is one of the well known penicillins. 

Since De souza does teach using antibacterials to treat the infection, then 
inherently the E. Coli and Klebsiella infections will be treated as well. 



7. Claims 1-4, 7, 8, 12, 13, 15 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Upadhyay et al. in view of De Souza et al. and further in view of 
Solanki. 

Upadhyay teaches that Tinospora sp. has been widely used in traditional Indian 
medicine for treatment of urinary tract infections, see col. 2, lines 25-40. 

Upadhyay does not explicitly teach that Tinospora cordifolia is used to treat 
urinary tract infections or that the urinary tract infections are "chronic recurrent", 
that an antibacterial agent such as amoxicillin is used along with the extract, or 
that the extracts are standardized by bioassay. 



De Souza teaches that an extract of Tinospora cordifolia is standardized by 
bioassay. It is administered to humans, see abstract, example 5, paragraphs 1 , 
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27-28, 31 , 38-40, 44-50, 54, 60, the claims. It is also taught that the extract is 
administered along with conventional therapy such as penicillins, see paragraph 
48 and example 5. 

Solanki teaches that Tinospora cordifolia is used to treat a patient who has 
renal failure and that using the extract helped the kidneys in filtering excess 
proteins and calcium, see paragraphs 3, 24-25, the claims and abstract, table 1. 

It would have been obvious to one having ordinary skill in the art at the 
time the invention was made to standardize the extract of Tinospora cordifolia of 
Upadhyay since De Souza makes it clear that Tinospora cordifolia is rountinely 
standardized by bioassay. Further, De Souza teaches a bioassay which 
evaluates the bioactivity by determining the percentage of phagocytosis over a 
base line, wherein the percentage of phagocytosis is not less than 20 % over a 
base value, see paragraph 44. 

Also Upadhyay teaches that plants of the Tinospora species have been 
widely used in traditional Indian medicine for treatment of urinary tract infections 
which would include using Tinospora cordifolia since Tinospora cordifolia was 
just mentioned a few lines above that as a preferred plant in the genus of 
Tinospora. Clearly one of ordinary skill in the art would have contemplated 
Tinospora cordifolia as one of the species in the Tinospora genus to be used for 
the treatment of urinary tract infections. Further, it clearly would have been within 
the purview of the ordinary artisan to use the extract for chronic recurrent urinary 
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tract infections since the extract is already noted to be used for urinary tract 
infections and thus to use the extract for chronic recurrent urinary tract infections 
is obvious since knowing that the extract is widely used in Indian medicine for 
urinary tract infections it would also be obvious to use the extract for chronic 
recurring infections since these type of infections are chronic many times and do 
reoccur. To use an antibacterial such as amoxicillin is obvious since it is noted in 
De Souza to use penicillins as conventional therapy with the extract and to use a 
well known penicillin such as amoxicillin is well within the purview of the ordinary 
artisan since amoxicillin is one of the well known penicillins. 

Since Solanki teaches that Tinospora cordifolia is used to treat a patient 
who has renal failure and that using the extract helped the kidneys in filtering 
excess proteins and calcium this only further supports the argument that the 
claimed extract, Tinospora cordifolia does in fact treat urinary tract infections 
successfully since as noted by Solanki the kineys were aided in filtering excess 
proteins and calcium which definitely helps in treating renal disorders such as 
chronic recurrent urinary tract infections. 

Since De souza does teach using antibacterials to treat the infection, then 
inherently the E. Coli and Klebsiella infections will be treated as well. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael V. Meller whose telephone number is 571-272- 
0967. The examiner can normally be reached on Monday thru Thursday: 9:30am- 
6:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on 571-272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael V. Meller/ 

Primary Examiner, Art Unit 1655 



